GEORGIA DEPARTMENT OF State Of Georgla
CoMMUNITY HEALTH Request for Approval
Atlantic C-PORT Participation

FOR DEPARTMENT USE ONLY

REQUEST NUMBER DATE STAMP

CPORT

N

Signed Original and 3 Copies \ Feeé&eﬁed \ \

GENERAL INFORMATION:

This Request Form is the required docu

in the {nalysis and evaluation of

1. Requesting Parties must submit g sl igin three\copies okthe signed forwr'and the appropriate

ing th The request fee of $500 shall be
remitted by Certified Check or
d the original will result in non-

participation in the triah

PLEASE COMPLETE THE FOLLOWING TABLE TO VERIFY PROPER SUBMISSION OF YOUR REQUEST

REQUESTING PARTY NAME: \ /

1. Have you submitted an original s\lgned in blue ink and provided 3 copies of this signed [ Yes
Determination Request form? [INo
2. Have you submitted a Certified Check or Money Order made payable to “Department of [ Yes
Community Health” in the amount of $500.00? [1No
3. Have you simultaneously submitted your request forms and documentation to the Atlantic C- [ Yes
PORT team to request approval for participation in the trial? [1No
4. Have you attached your documentation and forms submitted to the Atlantic C-PORT team as [ Yes
Exhibit 1? [1No

Submit the original and three copies of this form, the request fee and all additional documentation to:

Division of Health Planning
Atlantic C-PORT Participation Requests
Department of Community Health
2 Peachtree Street, NW, 34" Floor
Atlanta, Georgia 30303



Instructions

Vi.

Vii.

viii.

Please read all instructions and review this request form in its entirety before
attempting to complete and submit it.

This request form must be typewritten or completed and printed in this MS Word
format. Handwritten requests and any additional responses will not be accepted.

Throughout this request form, the following symbols are utilized for emphasis:

— Emphasizes instances where supporting documentation is requested and
required to be attached; and

¢~ Emphasizes important instructions or note

Any exhibits or appendices to this for Amitted on one-sided, 8 ¥2 by
11-inch paper only. Such exhibits\ or appendices\shoyld not be tabbed or
otherwise separated from this maj esting Party wishes
to label its exhibits or appendices When Submi{tj e attechments, it should
do so by numbering or lettering
attachment itself.

addition to the
by the Department. The
der only to “Department

& copies must be submitted on loose
'hese documents must not be hole

address indicated on the cover page of this form.

Faxed or other electronically transmitted documents and information are not official
and must be followed-up with the original documents for inclusion in the file.



1. Please complete the following information identifying the party requesting approval under Ga. Comp. R. &
Regs. r. 111-2-2-.21(3)(f)3. The Contact Person should be an individual directly affiliated with the
Requesting Party with authority to act on behalf of the legal entity. The Contact Person shall not be a
consultant, law firm or attorney (unless a full-time employee of the Requesting Party).

REQUESTING PARTY

Legal Entity:

Address 1:

Address 2:

City: State: Zip:

County: A
CONTACT PERSON

Name: Ti{{ )
A

Address 1: \\\//\ \
Address 2: < / \ \
City: State: /\ \ \ N Zip:\
e NEBNENAANEANAN
o NI NANEDZAEANAN
el regarding Mquest may be

2. Does the Requesting Party have Le ou to,whym\Jegak questi
addressed? []Y LINO
If YES = Identi e legal cooxse\belo If NO\=>» Continue toxhs nextquestion.

LEGAL COUNSEL

ANANANANNANNERAD

NANANRANNRNNP

i NANERRN

City: tate: Zip:

Phone: \ / Fax:
N

E-mail:

3. Did a Consultant prepare and/or provide information in this Request? [ ]YES []NO
If YES = Identify the Consultant below. If NO = Continue to the next question.

CONSULTANT

Name:

Firm:

Address:

City: State: Zip:

Phone: Fax:

E-mail:
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4. Does the Requesting Party wish to designate and authorize an individual other than the Requesting Party
Contact Person listed in response to Question 1 to act as the representative of the Requesting Party for
purposes of this request?

[]YES

[INO

If YES = Please complete the information in the following table on the next page. By doing so, the

Requesting Party authorizes the representative to submit this request; to provide the Department
of Community Health with all information necessary for this request; to enter into agreements
with the Department of Community Health in connection with this request; and to receive and

respond, if applicable, to notices in matters relating to this request.

If NO = Continue to the next question.

AUTHORIZED REPRESENTATIVE

Firm:

S
NS

Address:

City:

< N\ e
NN N\

Email: \ ) \ \

Community Heal

5. Does the Requesting
directly or through its

LI1YES [INO

st number. Ahy such termination

unti\written notice\%‘j/tsmination is sent

LOBBYIST DISCLOSURE STATEMENT

I . Registered with
Name of Lobbyist R’:ffl;“eitt'i?]n V;g:]t State Ethics
q 9 y Commission?
] Employed []Yes
[] Other Affiliation [1No
] Employed []Yes
[] Other Affiliation []No
[] Employed []Yes
[ ] Other Affiliation [ ] No
] Employed []Yes
[] Other Affiliation [INo

State of Georgia
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6. [~ Please attach as Exhibit 1 the materials, forms, and documentation being submitted to the Atlantic C-
PORT trial administrator by the Requesting Party seeking to receive authorization to participate in the
trial.

7. What unique contributions would the Requesting Party make to enhance knowledge in the area of
percutaneous coronary intervention without on-site open-heart backup?

8. What functional barriers impeding access to prompt and adequat ist in the Requesting Party’s
service area that would justify allowing it to participate in trial and perform percutaneous coronary
intervention without on-site open-heart backup?

9. Explain the existing equipme laboratory(ies)

11.

and any modifications that i tion. Include the

name of the manufact ' ar the equipment was acquired,
and the amount of pendlt X i i if any.

N <\\\ S
N

n-heart surgery and how far is that hospital in miles
ransfer agreement with this or another hospital? If yes,
[~ attach the agreement(s) to this Request Form as Exhibit 2.

Does the Requesting Party have 24-hour ambulance coverage? Provide a narrative description (e.qg.
relationship to facility, corporate structure, number of ambulances in each county within service area on a
24/7 basis, cardiac related equipment routinely on ambulances, training of ambulance personnel, access to
air ambulance service) of the ambulance services available in the Requesting Party’s service area. 7 In
addition, please attach ambulance service agreement(s), if any, as Exhibit 3.
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12.

13.

14.

15.

How many diagnostic cardiac catheterizations were performed at the Requesting Party’s facility in Years
2001, 2002, 2003, and 20047

2001 2002 2003 2004

In addition to the numbers in Question 12 above, please estimate the number of diagnostic cardiac
catheterizations not performed at the Requesting Party’s facility in Years 2001, 2002, 2003, and 2004
because a patient might have required an intervention and the patient was sent to a facility with open-heart
backup instead.

2001 2002 2003 2004

Please explain any assumptions made in estimating II’W%/\ g

AANUNANN

Please enter the following dafa to estimatethe niymbanof pri
acute ST elevation MI patierys) th Reguesting ty i
approved.

Projected Primary Percutaneous Coronary Interventions

(1) Year 2002 Dosés\of}‘iroktiol)}k\\r S%?EJQ/aM ohig/

(2) Year 2003 Doses SI\T hrsmbo})@cs\er\gT— va n M nIy

(3) Year 2004 Doses of Thrombglyties fol ST\Elevagion Mi only

(4) Enter the Greater of Iines\Q), ?2/) or (3)

(5) Estimate the number of ST &levation Ml patients sent out from ED
last year for primary PCI without ahtecedent thrombolytic therapy
(only ST-Elevation MI)

(6) Multiply line (4) by 1.2

(7) Add lines (5) and (6)

Please explain any assumptions made in estimating a number for Line (5) in the table above:

7 Attach a list (e.g. CPT Codes or other description) of all therapeutic cardiac catheterizations not
requiring open-heart backup performed at the Requesting Party’s facility as Exhibit 4.
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By signing below,

a)

b)

c)

d)

| hereby certify that the contained statements and all addenda, appendices, exhibits, or
attachments hereto are true and complete to the best of my knowledge and belief and
that | possess the authority to submit this request and bind the Requesting Party to
promises made herein;

| understand that a representative of the Department of Community Health may make a
direct request of the Requesting Party for additional information;

| further understand that if issued approval under Ga. Comp. R. & Regs. r. 111-2-2-
.21(3)(f)3, the Requesting Party is bound to any representations that have been made
within this Request and any and all supplemental informatjon and Exhibits;

If awarded approval to participate in the research #fial underGa. Comp. R. & Regs. r.

1.

protocol;

3. To accurately report required data and outcomes into the trial’'s data management
system and into tke Department of Community Health's data management system
within the time franvés mandated by the trial. If such data and outcomes are not
accurately and timely reported, any approval may be rescinded by the trial or by
the Department;

4. To permit employees of the Department or its representatives unannounced and
immediate access to the catherization lab, related areas and to all files, records,
and documentations of any kind, including without limitation all medical records or
others documentation relating to all patients who were treated in the catherization
lab or upon whom a catherization was performed in the facility during the time of
the trial.
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e)

)

9)

h)

I understand that the Requesting Party is required to provide a minimum of 100
percutaneous coronary interventions in the first year of participation and a minimum of
200 such interventions in each of the second and third years of participation. Any
approval pursuant to 111-2-2-.21(3)(f)3 shall be subject to revocation if the Requesting
Party fails to perform the minimum number of interventions. If the Requesting Party fails
to meet the minimum of 200 interventions in the second year, in lieu of rescission of the
approval, the Department may permit the Requesting Party to present a plan to attain 200
interventions the following year, provided that the Requesting Party has performed a
minimum of 150 interventions in the second year;

| understand that the State will not award approval to participate in the trial unless and
until the Atlantic C-PORT team has accepted the Requesting Party as a participant in the
trial;

| further understand that the State will accept no mate than 10

the trial; and

ospitals to participate in

automatically and simultaneousl
Party further acknowledges that t

al. The Requesting
Qual to participate

immediately cease #S participatign in the tal withoukthe xight to appea

REQUESTING PARTY CERTIFICATION

Name:

Signature of Auﬁ‘ﬁd Tﬁx(\\ﬂﬁ INK&% <\>\/
NANRRANANNID ¥

N\ N\

Title:

Date:

NANATARNAN
\V)V
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